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3AK/1IOHEHME ME>KAyHAPOAHOM nPEABAPMTE/lbHOIil 3KCnEPTM3bl 

(CTaTbq 36 m npaen/io 70 PCT) 



N9 aejia 3aaBHTejiH hjih arcHxa: 



HoMep Me^KflyHapoiiHOH aaasKH: 
PCT/RU 97/00026 



Ann Ad^bHeMUIMX CM. yBeiiOMJieHHe o nepecbuiKe 3aK;iK)HeHHH MesKiiyHapojiHOH 
AeMCTBMH npeneapHTenbHOH 3KcnepTH3bi (tJjopMa PCT/I PEA/4 16). 



Jlara MOKnyHaponHOH nonaMH: 
10 ctespanji 1997 (10.02.97) 



CaMaM paHH5w iiaxa npHopHxera: 

12 (teepani! 1996 (12.02.96) 



MoimyHapoziHaa nareHXHaii KJiaccHtJ)MKauHJi (MnK-6): 

A61J 3/00, A61H 39/00 



3aHBHTejib(HMfl): 



3nmTEfiH Ojier MjibHH 



L AaHHoe 3aKjiioHeHHe MexayHapOiiHOH npe^BapHTejibHOH 3KcnepTH3bi no;iroTOBneHO HacroamHM OpranoM 

Me^yHaponHOH npeneapHTeJibHOH 3KcnepTH3bi h HanpaBJicHo lasLBmcnm e cooTBeTcreHH co craxbeH 36 PCT. 

2. JXsLHHOc 3aKJiioMeHHe cojaep>KHT Bcero 3 jihctob 



I I JIaHHoe 3aKJTH)HeHHe conpoBOKnaercji xaK^Kc nPHJIO^CEHPWMH, x.e. JiHcxaMH onHcaHH^i, ({jopMyjibi h/hjih 
qepxe}KeH, Koxopbie 6bmH HSMCHeHbi b xojie Me)*cayHapo;iHOH npeztsapHxejibHOH 3KcnepxH3fai h Hsn^ioxca 
ocHOBOH jxjisi naHHoro 3aK;iioMeHH5i h/hjih coflepxax HcnpaaneHHa, npe^xcraaneHKbie nacxoamcMy Oprany. 



ynoM^Hyxbie npHjiojKCHHH co;iep5Kax Bcero 



JIHCXOB 



3, AaHHoe 3aKJiK)MeHHe conepxHX HHcJ)opMauHK), oxHoc^myiocH k cjieayiomHM pasnenaM 

I |x I OcHOBa saKjiioMeHKfl 

II I I npHOpHTCT 

III I I OrCyTCTBHC 3aKilK)HeHHJ! OTHOCHTCJIbHO H0BH3HbI. H306peTaxeJlbCKOrO ypOBHfl H npOMbOUJieHHOH npHMCHMMOCTH 

IV I I HapyiueHMe e^HHCTBa H3o6peTeHHji 

V Ix I 3aKniOMeHHe OTHOCHXeJlbHO H0BH3HbI, H306peTaTeJIbCKOrO ypOBHfl H npOMbmUieHHOH npHMeHHMOCTH;CCbinKM H 

noacHCHHJi B o6ocHOBaHMe 3aKJiH)MeHH5i (Cxarbfl 35(2)) 

VI I I OnpenejieHHbie uHXHpyeMbie noKyMeHXbi 

VII I I HcKoxopbie flecJjeKTbi MeacayHapoHHOH 3aHBKH 

VIII I I HcKoxopbie saMCMaHHa, KacaiomHeca McsKflyHapoziHOH 3aflBKH 
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ynO/lHOMOMCHHOe JIHUO: 

JT CxoJiiipoBa 
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OopMa PCT/IPE A/409 (o6mHM jihct) (flHBapb 1994) 



SAKJIIOHEHTTE ME)KAyHAPOAHOi^ 
nPEABAPMTEJIbHOM 3KCnEPTM3bl 



MeJKjiyHapoflHaji 3aaBKa N2 
PCT/RU 97/00026 



I. OcHOBa saKjnoHeHHii 



1 . HacTOHiuee saioiioMeHHe cocTaaneHO Ha ochobc cjiejiyiomHx MaxepHanoB ( 3aMeH5iH3mHe nHCTbi, Koropwe dbuiM npejx- 
craBJieHbi b OojiyMaiomee BCiioMCTBo b otbct Ha ero npejuioKCHHe b cootbctctbhh co CraTbeft 14, pacueHHBaiOTCi! KaK 
"nepBOHaMa/ibHO noiiaHHbie" h hc npHicnaabiBaioTCfl k laiaiiOHeHHio, nocKonbKy ohh He coiiep>KaT HcnpaajieHHH): 



X MOJcaynapoiiHafl saasKa , Kax ona 6biJia nonana 



□ OHHcaHH;!, cxpaHHUbi 

CTpaHHUfal 

crpaHHUbi 
crpaHHUbi 

I I nyHKTbi ct)opMyiibi, N9N9 
N9N9 
N9N9 
N9N9 
N9N9 

I I HepTOKH, JIHCTbl/cjjHr. 

JtHCTbl/cJ)Hr. 
/IHCTbl/c|)Hr. 
JIHCTbl/4)Hr. 



nepBOHaManbHo nonannbie, 
noiiaHHbie bmcctc c TpedoeaHHeM, 
noaaHHbie c OHCbMOM, nojiyMCHHbiM, 
noflaHHbie c nHCbMOM, nojiyMCHHbiM, 

nepBonaHanbHO no;iaHHbie, 
H3MeHeHHbie no craxbe 19, 
noflaHHbie BMccre c TpeGoBaHHCM, 
noiiaHHbie c nHCbMOM, nojiynenHbiM 
noflaHHbie c nHCbMOM, nojiyMCHHbiM, 

nepBOHaHajibHO noziaHHbie, 
noxiaHHbie BMecre c Tpe6oBaHHeM, 
noAaHHbie c nwcbMOM, nojiyneHKbiM, 
nojiaHHbie c nHCbMOM, nojiynenHbiM, 



2. H3MeHeHHH KacaiOTCJ! H3T>iiTH5i: oHHcaHHe, crpaHHUbi 

nyHKTbi (})OpMyjibi N9N5 
HeproKH, CTpaHHUbi/4)Hr. 



3, HacTOiimee saKjnoHCHHe cocraaneHO 6e3 ywera HSMCHeHHH t.k. ohh BbixoiiflT sa paMKH nepsHHHbix MarepHa/ioB 

BaHBKH, KaK yKasaHO Ha aonoJiHHTCbHOM jiHcre (ripaBHJio 70.2 (c)) 



4. flono/iHHTejibHbie o6T>5iCHeHHH, ecriH hcoSxojihmo: 



OopMa PCT/lPEA/409 (nepean rpac|}a) (jiHBapb 1994) 




SAK/HOHEHME ME^KAYHAPOAHOfl 
nPEABAPMTEJlbHOtl 3KCnEPTM3bl 


MoKnyHaponHaa sansKa N9 

PCT/RU 97/00026 


V. VTBepHUieHHe b cooTBercTBHH CO CT.35(2) o tom, oTBenaiOT jih nymcrbi ^opMyjibi KpirrepHHM HOBHSHbi (N), HsoSpera- 
TejibCKoro ypoBHfl(IS) h npoMBimjieHHOH npHMeHHMOCTH(IA), ccbuiKH H noflCHeHHS, noAKpeiuifliomHe Taxoe yTBepxgieHHe 


1 . VTBepxiieHHe ' 

HoBH3Ha (N) riyHKTbi 1,2-3,4 


HA 



nyHKTbi HET 



H3o6peTaTenbCKHH ypoBCHb (IS) FlyHKTbi 1,2-3,4 JJA 

nyHKTbi HET 



npoMbiuuieHHaa npHMCHMMOCTb (lA) riyHKTbi 1,2-3,4 flA 

riyHKTbi HET 



2. CCbUIKH H nOHCHCHHa 



n.n. 1,2-3,4 (})opMyjibi H3o6peTeHH5i cooTBercTeyioT KpHTcpH^M noBHSHbi, H3o6peTaTejibCKoro ypoBaa h npoMbiui- 

JICHHOH npHMCHMMOCTH, HOCKOJlbKy iZOKyMCHTbl, UHTHpyCMblC B OTMCTC O nOHCKC, HH Kax;Xbm B OTflCnbHOCTH, HH B 
COMCTaHHH C OJIHHM HJIH HCCKOJIbKHMH ZZOKyMCHTaMH HC paCKpblBaHXT CyiUHOCTH 3ajIEneHHbIX JieKapCTBCKHblX CpC- 

jzcTB (n.n. 1,2-3) h cnoco6a MeflHKaMeHT03Horo B03fleHCTBH5i Ha opraHH3M (n. 4), 



OopMa PCT/IPEA/409 (nHxaa rpacj)a) (aHsapb 1994) 



JIEKAPCTBEHHOE CPEflCTBO M CflOCOB 
MEAi/lKAMEHTOSHOrO BOSilEiiCTBMfl HA 
OPrAHMSM 

0C5jiacii> xexHUKH 

3 HacTOfliuee H30(5peTeHiie oihochtch k o(5;iacTH MeAuuu-* 

Hbi, a aueuHo: k jieKapcxBeHUbui npenapaiau h jieKapcTBOH- 
HUM $opMaM AJiH TepanoBTHUocKHX uejieM, co^oTaiouiHM uoto- 
roMconaTiiH h ipaAHUuoHHOit xepanHM. 

ripeAuecTByioimili ypOBCHB lexHHKii 

10 B HacTOflmee spoMH b $aptiaKOTepanuH ninpoKo hchojib- 

ayioTCH jiGKapcTseHHlie cpoACTsa, nojiyneHHue xnumeGmu 
nyieu ujih BUAojieiiHue us jioKapoTBeuHoro cupBH npiipoA- 
Horo (pacTUTenBHoro, uuHepajiBHoro hjih xHBOTHoro) npo- 

UCXOXAeUHH, KOTOpUO npOHBJIHIOT CBOK JIOUddHUe OBOJitCTBa II ^ 

13 cooTBeTCTBOHHO^npHijeHHioTCH B onpoAejiSHHOM AuanasoHO 
TepaneBTMuecKkix aos. 

KpoMe Toro, HSBeciHu roMoonaTUHecKHe neuapcxBeH- 
uuo . cpoACTsa , coAepxamue jicKapcTBOHHoe seiueciBO b his- 
UTOSHO iianux, noTeui;iipoBaHHux Aoaax, KOTopue npuroTOB- 

20 JisvoT nyxeu uiioroKpaxHoro nocneAOBaiejiBHoro pasBeAeHHH 

U BCTpAXHBaHHH . HCXOAHOrO JieKapCTBOHHOPO BCIUeCTBa HJI13 

ero pacTHpaHHH. 

K nOCJIOAHHU MOXHO OTfieCTH K AOKapCTBeiiHue CpeACT- 

Ba, coA«pxaiuiie HotiTpajiBHuii uaTepHajiBHuit HocnTejiB (bo- 
23 Ay, $ii3HOJiorHMecKHti pacTBop, cnupT h x.n.)* CHadxoHHuii 
nocpeACTBOM (5uoaHeproTiiHe.cKoro nepoHOca tiH^opMameli o 
dMOAorisviocKu aKTMBHOM BemeoTBo , npHroTOBJieHHOM no ro- 
ue onaTM^ecKOMy MexoAy (i.e. o roMeoaaTHuecKou jieuapCT- 
BOHUOM npenapaxe) u odjiaAaioiuHU nojieji c onpeAeneHHuu 
30 uacToiHbiii cneKxpoM (cm., uanpHMop, HaTcuT $Pr 
N2 2810344, Kfl. A 61 H 39/00, 1984 r.; naieHT 
It? 2033784, iw. A 61 II 39/00, 1995 r.; llaTOiiT P* 
N? 2042349, KJi. A 61 J 3/00, 1995 r.). 
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OcHOBHuu HOAociaTKOu BUioeyKaaaBHux HsseciHux ne- 
KapcTBCHHux cpoACTB KQK B lepaiieBXii^ecKiix Aoaax, xaK h 
roMeonaTHuecKMX hbjihotch HacSupaiejiBaocTi) jiouecJHoro aoli- 

5 CTBHH B SaBUCUliOCIH OT HHAMBHAySJIBHOtt UyBCTBUXeJIBHOCTll 
II nCiIX0$II3IiHeCK0r0 COCIOHHIIfl OpraHHSMa M BOaMOXHOCTB 

npOHBJieuiifl nodo^Hux HeseAaxoJiBHUx noojioACTButt. 

tlasecTeH xaicse cnocod ueAHKaMOHTOsHoro B03A«iicT- 
BHH Ha opraHHSM, B KOTOpou ocymecTBJiflioT noBuuieHHs aK- 
10 TMBHOCTw fleiicTByioiuero jieicapcTBeHHoro cpe^tCTBa, iipa 

dTOu nocjie^iHH^ oCpadaTUBaioT Biieuiuuu $H3ii^ecKiiu $aKTO- 
pOM - woHHSMpyiomMM HSJiyueHiieM (cm. llaieHT P<C> N22035I67, 
Kji. A 61 K 35/64, 1995 r.)* OflHaKO TepaneBTH^ecKwe 
B03M0XH0CTIi AaUHOFO peUIGHHH oppaHvmeHU. 

15 FacKpuTue lAsoc^peTeHUH 

HsodpeTOHHe HanpaBAOHO Ha coaAaHue npiAHUHnHajiBHO 
HOBotl paaHOBMflHocTM jieKapcTBeHHoro. GpeflCTBa (jieKapcT- 
BeuHott $opMu), odecneuHBaiomero 3$$eKTiiBHoe jieuedHoe 

20 AoiicTBuo BBOAHMoro jieKapCTBeHHoro BOuiecTBa, H cnoco(5a 
Me;miiKai«ieHT03Horo Boa^eiiiCTBiiH na opraHHaM, Hcmiiouaiome- 
ro npoflBJieHMe HeaejiaiejiLHUX nodouHUX noojie^ciBMii, aji- 
jiepranecKux h/hjiiii TOKCHHecKux peaKUHtt. 

PeuieHMe nocTaBJieuuoii aaAa^iA odecneuHsaeTCH Ten, 

25 HTO B jicKapcTBeHHOM cpoACTBO, ooAopxaiueM HaTepHajIBHIilli 
HOCMTejiB, CHa(5ac©HauJi iiH$opMauH«ii o CaoJiorMHecKH aKTWB- 
HOM BoiuecTBC, corjiacHO naodpoTOUHE), HOCHienB npcAOTaB- 
jiHOT codott AeRcTByiouiee AOKapcTBouHoe BoiuecTBO b Tepa- 
aoBTUHecKoft AoaapoiKo, Ha Koxopoe nocpeACTBou duoaHop- 

30 roTHHocKoro odtieHa nepeHeoena Hn$opMai(HH c noTOHUHpo- 
BaHHoro noKapcTBOHHoro npenapaTa, npiiroTOBJieHHoro no 
MGTOAaM roueonaTMU n Huenmero OAHHaKOByn c AofiCTByio- 

lUHM AOKapCTBGHHtiUi SeiUeCTBOM HCXOAUyK) XHMUUeOKyK) $0p- 

Myjiy (cocTaB). 

35 UpeAnoHTHTeABHbUi BapuaHTOu HaodpeieHHH HBjineTOH 

jieKapcTBOHHoe cpcACTBO, coAepxamoe MaiepHaABHuU nooH- 
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BeUieCSBQs B KOTOpOMo COr^aCHO ia30dpeT@MIHE)g HOCMTejIB 

npeACTasAHeT codoM ;^@£lCTByK)uie@ jieKapcTseHHoe .b@iu@csbo 
5 B TepanesTKHecKoii ao3MPOBK@o Gosueiueimoe j, nyTey BseAe" 
HHfl mm BHeApeHHflg c noTeuuiapoBSMHuu jieicapcTBeHHUM 
npenapasoM, npnarosoBJieHHULi no iaqtoaqm roiaeonaTMH 

HHM BeU(eCTB0£3 B TGpaneB7M^@GK0!& A03ISpOBK6 0AM- 

10 HaKOByro MCxoSHyro xwMWHeoKyio $opMyjiy (ooctiib)« 

npM 3T0M SeJiaTeJILHOs HTOdH SeSOTByWIU©© JIQKapQT- 

BeHHoe BdiuecTBo b TepansBsmeoKoM ao3MPobk@ h GOBB^e- 
ii(@KHuM c amu noTSHi^KipoBaHHHili AeicapcsBGHHuji npenap&T 
muQjiu ttOSoc5Hyio (o;iHHaKOByio) JiiSKapcTBeHHyro $opMyo 
15 KpoMe TOPOo peuiQHiae nocTapjieaHoM sa^aHw odeGnQ^sw- 

BaeTCH TQMt ^TO npsa. MeaiaKaM@H^?03H0M B03;^eMcTBiaM na op- 
raHM3M ji@KapcTB@Himft9 cpeAGTB0£3 c noBuui©HHoi& duonorsi- 

«eCKOii aKTHBHOCTBBo COrJiaOHO K30dpe3?@HMB)9 OflHOBpeMeH- 
HO SBOAHT JieKap07B®KH0@ CpOACTBO B T@pan©BTiaU@QKOM 

20 A03ispoBKe M uoseumflpoBauMui& A@K@p6!S39HHutl nponapaT, 
npHPOTOBAGHHuM no fi3eTo;D[au roMeonasKiiA m m}iQ¥am^ o^iAHa-* 
KOByro c Him wcxosHy© xMMW^eoKyro $opMyjiy mjih cocsaBo 

npM 3T0M B COOTBeTGTBMM C Iil306p@S@HMeM JieKapCTB@HHOe 

BeiuecTBO B TepaneBTfii^@CKOiii ao3iapobk@ » noT@HutspoBaH- 
23 nuA AeKapGXBeHHu!& npenapsT uorys bboahtbch b oprsHiidb] 

B BM^[© e^MHOrO JI©KSlpOTBeHHOrO CpeflGTBa, B KOTOpoe OHH 

cOBiidemeHH npM HsroTOB^eHiaras is^m b pasnM^ux a@k@pot- 

BeHHHX $OpMaX OAHOBpeMQHHO, HO KfiK flBB OTSQJIBHO npHrO- 

TOBJieHHUx jieKapcTBeHHHX cpeacTBao 
30 B HacTOHniQM waodpeTeHMw no cymecTBy saaBJien nOBtiii 

BMA (wjiM Kjiacc) jieKapcTBeHHoro cpQflCTBa i&/mi& neitapOT- 

BSHHOil IfOpilMs KOTOpMM MOTSLQ'S (SUTB HaSBBH "SHUaTilHeCKHIij" , 

coueTauiuuii Jieneduue cBoMcTsa xmm^eom oAHopoAuux (no 
cociaBy MGxoflfloro jieicapcTBeuHoro seiueoTBa), ho pasjisH- 
35 HHX no MexaHH3My ^lefiCTBMH hs opraHHSM TpasHuwoHHoro 
jieicapcTBeiiuoro upeuapaTa B TQpaneBTM'iecKoM AoawpoBiCQ m 
noTSHUHpoBaHHoro roweonaTKmeoKoro npenapaTSt, KOTOpue 



B peayjiBTaxe dHOfloriauecKoa aKTHBauKH:- BwauBaiDT noawTHB- 
Hue Mop$03iorHuecKwo m $yHKUM0Ha3iLHue mueHonm b biwo 
"cHCTCMHoa aflanTauHM", oc5ycjiaBJiiiBaDme» noBHiueHMO Tcpa- 
noBTMHecKoK 3$$eKTHBH0CTK fleacTBywuiero jioKapcTBeHHoro 
BemecTBa npH yiieHBuieHiiii pMCKa wHAMiayaJiBHUx peaicmitt 

dOJlBHUX H B03M0KH0CTH npOHBJIOHMH HeKe3iaTeJII.HUX HOdOH- 

Hux nocaeACTBiaU. 

KpoMo Toro, "(JunaTM^ecKoe" BBeaeHHe jieKapcTBOHHO- 
ro BoiuecxBa b TepaneBTMHccKott AoaapoBKe oAHOBpewcHHO 
c noTCHUHpoBaiiHUM npenapaTOM,B oooTseTOTBHW c naodpe- 
TOHuesM, nosBonHCT CHMSHTL TpaziwuMOHHue A03U npinHHuae- 
Moro cpeflCTBa, mckjuohmtb npHBHKaHHe opraHwaMa, oOyc- 
jiOBJieHUoe "HHflyKUMeft" $epMeHTOB. w nepeaoaiipoBKy aa 
cuei HettTpaBuaauiiw HeraTWBHUx aHepraa m cTHMyjiwpOBa- 

HHH OTfleflBHHX OpraHOB W OpraHHSMa B UOJIOM. 

JlyuiflMa BapMaHT ocyiuecTBJicHHH 
uaodpeTeHUH 

MeflMKaMCHToaHoe soaAettCTBsie Ha opraHwaM ocymeciB- 
jiHiDT nyieM BBOAeHHfl saHBueHHoro "dimaTMHecKoro" jienap- 

CTBCHHOrO CpCflCTBa. 

JleKapCTBCHHoe cpeacTBO corjiaoHO waodpeTOUMio naro- 
TOBJiHioT Ha ocHOBe jiesKapcTBeHHoro BemecTBa (hocmtcjih), 
noJiyneHHoro xwMWHecKHM iiyieM hjih Bu:>flejieHHoro wa pac- 
TWTejiiHOro, MHHepajiBHoro myi anBOTHoro cwpBH c jieKap'r 

CTBCHHUMM CBOiSCTBaMM, H B JlWCSoa H3BeCTH0il JieKapCTBeH- 
HOtt $OpMe (TBepflOa. JSHflKOtt, MHrKOtl lUIH AJIH MH:beKUMft) . 

yflodHOit AJiH npaKTMHCCKoro npHMeHCHHH npa MCflUKaMeHToa 
HOM BoafleiicTBHH Ha opraHH3M. 

llpMMCp I. 

HociiTejiL - jieKapcTBeuHoe BcmecTBO b TepanesTMHc- 
cKoft floaHpoBKC, co«ep3!cameo 10 mji 0,5% paciBopa aTponw 
Ha cy3ii.$aT,H dHOJiorttHecKw aKTWBHoe BemeoTBo ^ noTCHUM 
poBaHHbitt npenapaT Atropini suifati c 30. nojiyuenHtia 
uyTOM iiocjieflODaTeJibHoro pasBeAOHWH m BCTpHXWBaHWfl no 
roMeonaTKuecKOiiy MCToay, nouomaiDT b sbo paajiwHHMO eii- 




- 5 - 



ROCTU, ycTauoBneHHue ua ajieKxponposoAfliaue nAaCTHHu, ko 
TOpue coeAHHeHU ^epea i;eni> nepeAavH C$M03HepreTHuecKoK 
HH$opMamiii HSBecTHoro ycTpoKcTsa aah sanHCH Hu^opuauH- 
3 OHHoro cupHana. ripH (5ii03HepreTH4ecK0M HH^opuauiiiOHHOM 
odtiOHe npoucxoAiiT nepeHOC ua HOCUTenB HH$opuamiH o no- 
TOHUHpOBaHHOu HO roMeoaaTHHecKOMy ueTOAy AettCTBynmeu 
HcxoAHOM BeuiecTBe - aTponuHe, uueniiieu OAHHaKosyio c ho- 
CHTejieM xuMHuecKyn ^opuyjiy h odJiaAatomem nojieM c onpe- 

10 AeJieuuuM uacTOTuuM oneKTpoM. llojiy^euHoe JioKapcTseHHoe 
cpe^CTBO npuueHHioT b rnadHoa npaKTHKe KaK rjiasHue Kan- 
jivi AAH pacuiupeHUfl apa^Ka c AuarHOcximecKOtt uejiBio m 
npii Tepanuu BOcnajiHiejiBuux sadoJieBauutt dea pucKa napa- 
nma aKKOMOAauHU. 

15 flpHMep 2. 

B HOGMTenB - TadjieiKy, ooflepaamyio 0,5 r aueTHJi- 

CajIULlIiIJIOBOti KUCJIOTU, BHeAPHIOT npH npeccoBaHiAH B iBep- 
Aott $opMe 0*01 r noTOHUHpoBaHUoro roueonaitriecKoro 
npenapaTa Acidum Saiicyiicvun , nojiyvdUHoro nyieM npo- 

20 nMTUBaHiiH ao HacHiueHHfl HciiTpajiBHoro seiuecTBa - mojiou-' 
Horo caxapa pacTBopoM Acidum Ssllcy ileum B noTeui;iAU 
C 30 no roueonaTHueoKouy ueTOAy. Ilpu 3tou HMeeT necxo 
duoanepreTH^ecKnti nepesoA hcxoahopo semecTBa - aueTUJi- 
cajiuuKJiOBoii KucjioTU nyieM noTeuuupoBaHHH no roueonaTis- 

25 uecKouy uexoAy b HH^opuamsouHyH} $opuy h nenocpeACTBeH- 
Ubtli nepoHOC nocjieAHott na nocuTeJiL, nueniuHii TaKyio xq, 
KaK ucxoAHoe BeuiecTBO, xmiHuecKyio $opuyjiy. iiojiyiieuHoe 
"c5MnaTMHecKoe" neKapcTBOHHoe cpoACTBo odjiaAaei 3$$eK- 
lUBHUu aHanBresHpyomHu , npoTHBOBOcnajinTeJiBHUM h xapo- 

30 noHHxaioiiiHM AeiiciBueu u ne BuauBaeT nodo^nux HBJieHHK u 
ajineprHuecKux peaKuutt. ripu jie<ieHHH rpunna HadJiioAaeTCfl 
ycKopeuifie u ycujieuHe TepaneBiiiHecKoro 3$$eKia. 
npHMep 3. 

B HOCuiejiB - TadAOTKy, coAOpxamyn 1,0 un npoAHM- 
35 aonona, bboaht, .nyxeu nponiiTUBauiSH uecKOJiBKuUH KanjiH- 
Mu, 0,005 Mr noTeuuupOBauHOro npoAHHaojiona b ABenaAua- 
Tw coieuHOM paaBeACHHM Cortex c 12, npuroTODJieHHoro 
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no roMeonaiMHecKOMy Meio^iy. Ilojiy^ieHHoe "CisnaTH^ecKoe" 
jieKapOTBGHHoe cpe^iciBo, icoTOpoe OKaauBsei aKTHBHoe 
BjiwHHwe Ha yrjieBo;5HHii M <5ejiK0Buit oOMea b peayjiBiaTO 
5 noBbiuieHMH OMOJiorwHecKoii aKTMBHOCiM npoiMBOBOcnajiMTejiB- 

HUX, AeCeHCildHJIH3MpyK)IUHX H aHTMa^IJieprMHeCKMX CBOtlCTB 

MCxoflHoro jieKapcTBeHHOPO BemeciBa, npHMeaflioT jpin Jie^e- 

HWH dOJlBHMX C naiOJIOrHefl SHflOKpMHHOli CHCTeMhl, npW 3T0M 

aaMeiHo yMeaiuiaioTCH rpydue paccTpoiicTBa oCueaa BemeciB, 
10 npoHBjiHBiuHecH B BH^ie CHHApoMa WueHKO-KyinwHra. BosMpKHO 
nojiymeHHe nojioxHiejiLHoro TepaneBTHHecKoro peayjiBiaTa 
H np» jieueHWH uiappoaa neueuM des npoHBJieHHH nodoHHtix 

OCJIOSHOHHti . 

llpHJiep ^. 

15 B KHflKwli HocMiejiB, ooflepKaiuMti 1,0 m;i MHcyjiMHa AJin 

MHIjeKUHM C OMOJlOmieCKOa aKTHBHOCTBK) 40 Efl^BBOflHT 

0,1 MJi noTeHAMpoBaHHoro npenapaia insuiinum c 30, 
npMroTOBMeHHoro no roMeonaTHHecKomy sieToay nyTCM uho- 
roKpaTHoro pasBeTtenHH m BCTpflXMBaHMn, uto noBuuiaeT 

20 cnei;w$MHecKyK) cnocoOHOCTB ropMOHaatHorb npenapaia pe~ 
ryuHpOBaTB ymeBOflHull odweH, ycMJiMBaeT ycEoeHMe TKa- 
HHMM rjiK)K03u, o(5jierH»eT npoHMKHOBeHwe rJiioKoau b KJieT- 
KH, yfljiMHHeT AeJicTBMe. llojiyHeHHoe "BMnaTHHecKoe" Jie- 
KapcTseHHoe cpeacxBO bboaht b opraHMSM b Bw^e iaHi>eK- 

25 UMtl npw ne^eHMM caxapnoro flHaOeia c Aoonmemen le^a- 
neBTHHecKoro pesyjiBTaia npw ueHiAUHX soaax w npM chh- 
Kenwu BepOHTHOcTM odooxpeHMH. 
lipMMep 5. 

B liocwTejiB, coaep«amHli 10 mji nacTu uhhkoboU,bbo- 
30 AHT 1,0 MJi noTeHuwpoBaHHoro roMeonaTHuecKoro npenapa- 
Ta Zincxiin Metallicum B MflrKOa JieKapCTBeHHOft $op- 
Me, npHroTOBJieHHoro no roweonaTiauecKOMy aeToay. Ilojiy- 
ueHHoe "dHnaTHHecKoe" jieKapOTseHHoe ope^icTBO npHMenn- 
K)T npM neHeiiHw KoaHux aadojieBanHtt. OKaauBaei noBUuieu- 
35 Hue aHTHcenTMuecKMe, fle3MH$wuwpyiomwe h BHxymHe cboH- 
CTBa, lie BuauBaeT pasflpaKeiiMil. 
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IIpHuep 6. 

JlJiR jieueHUH ouKOJiorHuecKHx sadojieBaHuii b opraHHsii 
"dunaTM^ecKH" bsoaht 20 mf capKOJiiiisiiuat paoxBOpenHoro 
5 B 10 uji HsoTOHMHecKoro paCTBopa uaTpHH xjiopHAa, b bhab 
](iu2>eKui(iifi n oAHOBpeueuHo nepopa^LHO HecKOJii>Ko KanejiB 
(10-15) noTeHUHpOBaHHoro capKOJiMSMHa b coTeHHOM pasBe- 
AeHMH Sarcolysiniua C 200. ilpu xaKOM cnocode ueAUKa- 

MeHT03H0r0 B03fleftCTBMH CHM«aeTCfl TOKCMMHOCTt AeilcTByio- 

10 mero jieKapCTseHHoro BemeciBa m noBHuiaeTca TepaneBiMue- 

CKan 3$$eKTUBU0CTi>. 

lipOMUUIJieHHafl npHMeUHMOCTB 

Ajih HsroTOBJieHiifl jieKapciBeuHoro cpe;iciBa, coAep- 
^aiuero uocHTejiL b bhao jieKapoiBeuHoro semecTBa b xepa- 

15 neBTMHecKoii floawpoBKe, Ha KOToputt nyiew (JMoaHepreTiiHe- 
CKoro oCuena nepeHeceua HH$opiiauHH o noTeHuupoBauHOM 
npenapaTe, npuroTOBJieHuou no AiexoAau roueonaTtiu us Be- 
i^ecTBa, u&ieioiuero oAHuaKOByiQ o HocuTeJieu HCxoAuyD xhmu- 
uecKyn ^opuyjiy (cocTaB) Moxei Cutl ucnoJiBaoBauo hsbo- 

20 CTHoe yCTpoitoTBo AJiH. sanHCH H liepeHOca Hu^opMauuoHHo- 
ro CMFHajia (cm., Hanpuuep, BUuieyKasauHue UaTeHTU P$ 
N2 205378^, te 2042349 ujiw UaieHT «Pr te 2810344). 

npu 3T0M noieHi;iapoBauHbitt seKapcTBeuHutl npenapax 
npuroTOBjiHiOT lAZ ucxoAHOro seiueoTsa nyTeu uuoroKpaTHO- 

25 ro nocjieAOBaTejiLHoro pasBeAQHiiH h BCTpHXHBaHHH yijivi 
paciupaHUH c mojiohhum caxapou no HasecTHOMy roueona- 
TimecKOJiy MexoAy B ji»doii o($menpHUHToK xieKapcTBeHHolt 
$opue (cm., HanpHuep, 6.iIlBa<5e. roueonaTuuecKue jieKap- 
CTBeHHue cpeACTBa. M., 1967, c.14-31, nepCBOfl c neMeu- 

30 Koro) iA BBOAHT B uooHTOJiB - jieuapcTBeHHoe BemecTBO B 
TepaneBTUHecKOtt aoshpobko upu usroTOBJieHHii nocAe^He- 
po, uanpHMep, nyxcM BHeApeunn rpauynu MOJio^uoro caxa- 
pa, nponuxauHoro pacxBopoM uoxeni^upoBauHoro jieKapcx- 
BeHHoro npenapaxa, b xacSaexKy seUciByioinero JieKapcxBCH- 

35 lioro BemecxBa upu ee npeccoBauuu, mvi uyxoM upouiATUDU- 
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HMH TadJieiKM fleiiCTByipiuero jieKapOTseHHoro semecTBa paoT- 
BopOM noTeuuHpoBaHHoro npenapaia, mjih iiyieM cMeuiMBaHMH 

ynOMHHyTUX KOMnOHOHTOB B OflMHaKOBOtt (SHflKOtt HJIW MHrKOH) 

5 jieKapCTBeHHOii $opMe, uto TexHMuecKM He BHSHBaei aaipyfl- 
neaiA^ ajih npoMuuiaeHHoro npMMeHeaHH mjih waroTOBJieHHfl, 
Rase B ycjiOBHHX anxeKU. 



# # 
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4>0PMyJIA W30BPETEHWH 

1. JleKapCTseHHoe cpeacTBO, ooAepacamee MaTepiaajiB- 
Huti HocHTejii** cuadxeHUuK HH^opuauHeii o dtioJiorH^ecKM 

5 aKTMBHOM BGiuecxBe, xapa KTepMayBineecn 
TOM , u T 0 jtiaTepnajiBuutt HocKTeAB np6;iicTaBJiHeT 
G060& ;E(etlCTByK)iqee jieKapcTBeuHoe semecTBO b TepaneBTis- 
uecKotl fl03MpOBKe, na Koiopoe nocpeAOTBOM (SHoaaepreTM- 
HecKoro o6uem nepeueceua HH$opiiauHH o noTeHUHpoBaHHO- 
10 ro aeKapcTBeHHoro npenapaTa, npHroiOBJieHHoro no mcto- 
Aau roueonaTMH u uueioiuero OAHuaKosyio c AeAcxBymiAM Jie- 
KapcTBeHHhiM BemecTBOM HCxoflHyD XHMM^iecKyK} $opMyjiy MJIW 
cociaB . 

2. JleKapcTBeHHoe cpeacTBO, oosepacamee MaiepiiajiB- 
15 uuU HOOUTeJiB, CHadxeuHuit jAH^opMauueM 0 duoAoru^ecuu 

aKTMBHOM BeiueoTBe, X a pa k t e p u ay bo m e e c h 
T e M , 4 T o B KaneoTBO uaTepMaaBHoro HOOMiejiH - 
coAepxuT AeiiCTByioiAee jieKapcTBOHUoe BemecxBO b TepaneB- 
TiAHecKotl AoaHpoBKe, c KOTopbW coBueiiieH noxeHuiipoBaHuuti 
20 BeKapCTBeHHuli npenapax, npiaroxoBJieHHuli no uexoAaM ro- 
MeonaxMM m mejom^ oAwnaKOByiD c hhm HCxoAnyio xHUHue- 
CKyio $opMyjiy hjim cociaB. 

3. JleKapoTBeHHoe cpeAcxBO no n.2, x a p a k - 
T e p May 10 m e e 0 a x e m , 4 i 0 AeficxByio- 

25 mee jieKapcxBeHHoe BemeciBo a ooBMemeaHutt c hum noiea^ 
AHpoBaHHuK JieKapcTBeHHbiii npenapax HMeioi nosofiuyK) (oah- 
HaKOByio) neKapOTBCHHyio $opMy. 

4. Cnocod MeAMKaMeHX03Horo B03AeflcxBWH na opra- 

HH3M, B KOIOpOM OAHOBpeMeHHO BBOAHX JieKapCXBCHHOe Be- 

30 uiecTBo B TepaneBXHuecKOtt A03up0BKe h noxeHUupoBauHuii 
jieKapoTBeHHuit npenapax, npHroxoBJieHHutt no MexoAaM ro- 
ueonaxHH h uMeiouiutt OAHHaKOByio c hum ucxoAnyio xuMu^e- 
CKyn $opMyjiy hjih cocxaB. 
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P E <I> E P A T 

JleKapoTseuHoe cpeACiBo coAepsuT uocHseJiL b bhao 
ZieilcTByioiuero JieKapcTBeHHoro BcmeciBa b lepaneBrMHecKoii 
5 ^losMpOBKe, Ha KOTopoe nocpe^OTBOM OMoauepreTHuecKoro 
odueHa nepeHeceua kiu$opMai;uH c noxeHUHpoBauuoro jieicap- 
CTBeHHoro npenapaia, npwroTOBJieHH.oro no MeiosaM roweo- 
naTMH H HMewmero oflHHaKOByio c flettoTsyioimiM jieKapcTBen- 
Hua BemecTBOM wcxosHyio xnMH^iecKyio,$opMyjiy kjiu cocTaB. 
10 ilpeflnoHTMieJiBHO SHntwiHeHne JieKapcTBeHuoro o^eAoiBa b 
BH^^e HOCMTejiH, coaepaamero jieKapcTBeaHoe BemecTBo b 
TepaneBTWHecKoii sosMpoBKe, c kotopwm coBMemen (nyieM 

BHeApeHHH, paCTBOpeHUfli CUeUlUBaHUH) nOTOHUHpOBaHHUii 

jieKapcTBeHHuil npenapai, npwroTOBjieHHHil no MeTOflaM ro- 
15 MeonaiHia m HMeiomMtt oflHHaKOByio c hwm Hcxoflayio xauwHe- 
CKyio $opMyjiy (cocTas). flpw 3T0M fleHcTByioinee jioKapcT- 
BeHHoe BomecTBO is noTeHuupoBauHbiit npeuapax MoryT 
lAUOTB oAUHaKOBbie vim pasjinHHue jieKapCTBOHHue $opuu. 
WaocJpeTeHMe peajiiiayeTCH naK npw BBeaeHMw b oprauHSM 
20 yKaaaHHoro jieKapoiBeHHOPO cpe;5CTBa, laK u npw o;5ho- 

BpeMeHHOM BOdAOttGTBUH paSAdJIBHO npHrOIOBJieHHUUH Jie- 

KapciBeHHUM npenapaTOM c AetiCTBy»imiu jieKapcTBeHHUM 
BeiuecTBOM B TepanoBTHuecKoii AoaupOBKO h noTeHuupoBan-^ 
HUM npenapaTOM, HMeiomMM oflMHaKOByw c hum MOxoflHyro xu- 
25 MHuecKyio $opMyjiy (cociaB). 



AOWBOP O nATEHTHOPi KOOnERuMM 

PCX 



OTHET O ME)KAyHAPOAHOM nOMCKE 

(craTbq 18 m npaen/ia 43 m 44 PCT) 



No ACJia 3aj]BHTeji$i: 


A3^bHemJJMX cm, yeeaoMJieHHe o nepecbuiKe oTHcxa o Me^fcayiiapoAUOM noii- 
AeMCTBMM CKC ((jjopMa PCT/IS A/220) ii, ec/iH npHMeiiHMO,nyiiKT 5 iinxe. 


HoMep Me^KAyiiapOAHOH 3a^DKH: 
PCT/RU 97/00026 


Aara MexflyHapoflHOH noflanH: 
10 cl)CBpanji 1997 (10.02.97) 


CaMafl paHfuiH aara npHopHTcra: 

12 (jjeBpajifl 1996 (12.02.96) 


3aflBHTejib(HM5i): 

3nillTEftH 0;icr HiibHH 



HacTOfliUHH OTHCT o MCXAyHapoAHOM noHCKC, noflroTOBncHHbiH 3THM Me}imyHapo;iHMM noHCKOBbiM opraiiOM, HanpaB- 
Jieii saaBHTCJiio o cootbctctbhh co craTbeH 18 PCT. Koniui OTHCTa nanpaBJieHa Me^KjiyiiapomioMy Ciopo. 



HaCTOfllUHH OTHCT O MCXi^yHapOAHOM nOHCKe COCTOHT H3 2 .riHCTOB 

K HCMy npHiiaraioTC}! KonuH ccbuiOHHbix AOKyMeiiTOB 



1. QHcKOTopbie nyHKTbi jiopMy^bi ne noA^excax noHCKy (cm. rpajvy I) 

2. QEahhctbo HsoGpereHUA iie coGaiOAeiio (cm. rpa4)y II) 

3. McxflyHapoAHOH 3aflBKe pacKpwx nepencHb nocneAOBaxcnbHocTeH nyioieoTHflOB h/juih aMHuoKHcnox 
H Me^KAyHapoAHUH noHCK npoHSBCAeH Ha ocHOse nepeMiu nocneAOBaTenbHocTH 

I |noflaHHoro BMecre c MCwyHapoAHOH 3a«BKOH 

] [noflaiiHoro 3a»BHTeneM oxaenbHO or MexAyHapoAHOH sa^BKM, 

I I HO He conpBoxcAeHHoro BaaBJicHHCM, KOHcraTHpyroiuHM. 
MTO OH He coAepxHT MarepHaAOB, BblXOAIIiaHX 3a paMKH 

... pacKpbiToro B MexAyHapoAHOH sasBxe, KaK ona noAana. 
I I nepeBCAeHHoro^B MauiHHOMHTaeMyio 4)opMy 3thm OpranoM 

4. B MacTH HasBaiuifl [xJnpHHar tckct. npcAcraBneHHWH saHBHxeneM 

[^3XHM OpraaoM ycxanoaneH cncAyioiuHH xeKcx 

5. B MacxH pe^iepaxa [^npHnax xckct, npeAcxaaneHHUH sasBHxeneM 

I [axHM OpraHOM ycxanoBJien, connacHO npaBHny 38.2 (b), xckcx, npHBe- 
AeHHbiH B rpac{}e 111. 3a»BHxenb Mo^ex b Mec5iMHbiH cpoK c Aaxbi ox- 
npasKH Hacxofltuero oxnera o noHcxe npcAcxaBuxb cboh KOMMcuxa- 
pHH 3xoMy Oprany 

6. C pec|)epaxoM 6yAex ony6AtiKOBano (|}Mrypa HCpreiKeu: 

tpHpypa N2 0*^^*^ npeAno^CHO saHBHxencM Q lui oAna H3 c[)Hryp 

QxaK KaK saflBHxenb He yKasan (t)Hrypbi 
[]^xaK KaK AaHHafl ct)Hrypa Aymue xapaKxepH3yex H3o6pcxeHHe 



OopMa PCT/1SA/210 (nepsbiii jihct) (hio/il 1992) 



OTHET O ME)ICAyFmPOAHOM nOMCKE 



PCT/RU 97/00026 



A. KJIACCMOHKALUW HPEflMETA H30BPETEHH^: 

A61J 3/00. A61H 39/00 
Corjiaciio Mc;KflyHapoM»OH naTciiTMOH KJiaccHc|)HKauHH (MflK-C) 



B. 05JTACTH HOHCKA: 



npOBCpCHHWH MHHHMyM flOKyMCHTaUHH (CHCTCMa KJiaCCH(|)HKaUHH M HtiUCKCbl) MOK-G: 

A6iJ 3/00, A61H 39/00-39/02, A6 IK 9/00 



flpyraa npoBepcHHaa j^oKyMCHrauiw b toh Mcpe, a khkoh ohh BioiioHCHa b noHCKOBwe nojiSopKH: 



3jieKTpoHnaji 6a3a flaiinbix. HcnojibBODaBiuaflCH npii rohckc (Hasaaiine 6a3bi m. ccjih bo3moxho. noHCKOBbie rcpMHiibO: 



C, flOKYMEHtbl, CHHTAIOmHBC^ PEJlEBAHTHblMH 



KaxcropHa 



A 
A 



CcbiJiKH Ha flOKyMCHTM c yKa3aHHeM, rac 3to bo3mo3kho, pcncBaimibix MacreH 



RU. CI. 2042349 (3yBOBA HaranbH BopHcoBiia h apio). 27 asrycra 1995 (27.08.95) 

RU. CI, 2007989 (AKUHOHEPHOE OBmECTBO "TPEHflC"). 28 ^CBpana 1994 
(28.02.94) 

DE, C2, 2810344 ( UTERMANN.C), 07 HOfl6pa 1991 (07.11.91) 

BECTHHK AKAHEMHH MmmUHHCKHX HAVK CCCP. 4, 1988. HVl. "MeMHUHna" 
(MocKsa), A.;i. HBAHIOLUKHH, 'ToMeonaTiw h coBpcMCHHaa MCfltiuHHa". c.76-82 

BECTHHK POCCHftCKOH AKAAEMHH HAVK. 10, 1992. H3«. -HayKa".(MocKBa). 
lO.B.BACHJlbEB h flp.,"roMeonaTmi: B03poxAeHHe TpanMUHOHHOH m^ahuhhckoh 
lUKOJiw". c. 145-148 

JlEHEBHO-nPOcDHHAKTHHECKA^ PABOTA flTW NmnHUHHCKHX OPFAHH- 
3AUHH B yrOJIbHOH nPOMblLLUlEHHO(7rH". Bbin.8,1989. hm. UHH3H 
yroiib (MocKBa),M.10. rPHPOPbEB h flp.,"K npoGjicMc HcnojibsoBaHHa noTeimnpo 
BaHHbix opraHHbix npenapaTipB". c. 163- 165 



OrnocMTca k iiyiiKTy Hi 



1-3 
1-3 

1-3 
1-4 

1-4 
1-4 



^nocneayromHe aoKyMeHTbi yKaiaHbi b npoflonaccHHH rpa^u C. Q jiaHHbie o naTCHrax-aiiajiorax yxaiatibi b npiiJioxenmi 



♦ OcoGbte KareropHH ccbuio«inbix AOKyMciiToe: 
A" AOKyMeiiT, onpeAejiAiotuiiti oCuidii ypoBciib TexiiiiKii 
E" 6o;ice paiuiHii AOKyMeHT» iio oiiyGniiKOBaiiHbtii iia aary 

MexuiyiiapoAiiou noAa«iH iinti nocne nee 
O** iioxyMeiiT. otiiochiuhhcii k ycTHOMy pacxpuTHio. axcnoiiH 

pOBailHlO H TJl, 

AoxyMeiiT. onyGniiKOBaiiiibiH no aajbi MexAyiiapcuuioii no- 
aami, ho noc/ie flarbi iicnpamiiBaeMoro npnopiiTera 



Aaxa AeHCTBHTejibiioro saBepuieiiiu MexAyiiapoAHoro noHCKa 
26 Mapxa 1997 (26.03.97) 



HaHMeiioBaniie ti aapec MeikiiyHapoAHoro noHCKOBoro opraiia: 
BcepoccHUCKHii HayMHo-Hcc/icAOBaTenbCKHM HUCTHTyr 

HHCTHTyr rOCy4apCTBCHHOH liaTeilTHOH 3KcncpTii3bi. 

PoccHfl. 121858. MocKBa, Ecpc;KKOBCKafl iia6.. 30-1 
OaKc: 243-3337, TcneraHn: 114818 HOflAMA 



"T" Goiiec no3uiHHM AoxyMeHT* oiiyCjiMKoeanHbiH noc/ie aaxbi 

iipiiopHTeTa H iipHBcaeiiiibui ann noiiiiMaHitii ii33o6peTeiiiin 
**X" AoxyMeHT, HMeioiuHH iiaiiGoiiee 6j]H3Koe oTuouieiiHe k iipeaMery 

noHCxa. nopoMatUHH HOBH3Hy h inoGperaTejibCKMH ypoBenb 
"Y** AoxyMeHT, nopoHaiuHti H3o6peTaTenbCKHii ypoBenb b cohc- 

TaHHH C OAHHM HJIU HCCKOJIbKHMH AOXyMeHTaMH TOli XCe 

KareropMH 

AOKyMeuT, iiBnHiotUHHca naTenTOM-aiianoroM 



flaxa ornpaBKH iiacronmero OTHera o MexayiiapoAiioM 
noHcxe 08 anpejifl 1997 (08.04.97) 



VnonHOMOHeHHoe jihuo: 

H.Jly3HHa 
Jl.CTOJi5ipoBa 

Tcnei)OH Ng: (095)240-5888 



OopMa PCT/ISA/210 (BTopoH jihct) (wiojib 1992) 



KoppecnoHj^HUMn cor/iacHO AoroBopy o nareHTHOM KOonepamiM 

OT OPFAHA ME>KflyHAPOflHOI?l nPEflBAPMTE/lbHOI?! 3KCnEPTM3bl 



PCT 



OT 17 Mapxa 1998 (17.03.98) 



YBEAOMJIEHHE O nEPEflAHE 
3AKJIIOHEHHH 
IVIE>KflyHAPOflHOM nPEABAPMTEJIbHOM 
3KCnEPTM3bl 

(npaBHJio 71.1 HHcrpyKUHH k PCT) 



KoMy: PO, 103009, MocKBa, 

CpeAHHH Khcjiobckhh nep., 

A. 7/10, KB.26 

rionoBy A.C. 



Ns jaejia saflBHTena: 


BA>KHOE YBEaOMJlEHME 


HoMep MOKflynapo^iHOH saasKH: 
PCT/RU 97/00026 
l^€0( 6^^ ^^^^ 


AaTa McjimyHapoflHOH noflaHw: 
_ 10 cbp^RMfl 1997 (10.02.97) 


CaMa^ paHHflH aaxa npHOpHxera: 

12 cJ)eBpanfl 1996 (12.02.96) 


3aflBHTenb(HMa): 

3nmTEHH Ojier HjibHH 



1. HacTOiimHM aajioHTejib yBeflOMJiaercH, hto OpraH MexcAyHapoflHOH npeflBapHxenbHOH 3KcnepTH3bi HanpaanHCT 
3aKJiK)MeHHe Me^yHapo^iHOH npe^teapHxeribHOH 3KcnepTH3bi (c npHJioaccHHHMH, eoiH ohh HMeiOTca) no 
BbiuieyKa3aHHOH Mexj^yHapojiHOH 3aflBKe: 

2. Konwa 3aKjiH)HeHHa (c npHjioxeHH^MH. ecjiH ohh HMetOTca) HanpaaneHbi e MoyxyHapoflHoe 6iopo coo6meHHH 

BCeM Bbl6paHHbIM Se/lOMCTBaM. 



3. B cjiynae, eoiH noTpeOycTCH KaKOMy-jiH6o BbiSpaHHOMy BCAOMCTBy, MoKjiynapo^iHoe 6iopo no/iroTOBHT nepeeofl Ha 
aHrjiHHCKHH 5i3biK 3aKJiioHeHHJi (ho 6e3 npHJioxeHHfl) H HanpaoHT xaKOH nepeeoA Bbi6paHHbiM BCflOMCXBaM. 



4. BHiiMaHiie: 



3a5iBHxenb mo^kcx Hanaxb HauHOHanbHyio ({jasy panbiue b Ka^KflOM Bbi6paHHOM BejxoMcxBe ocymecxEJieHHCM 
onpe^ieneHHbix flCHCXBHH (npeiiocxaRneHHCM nepeBOflos h ynjiaxoH HauHOHanbHbix nouuiHH) e xeneHHe 30 Mecfluea 
c flaxbi npHopHxexa (hjih no3;iHee b ncKoxopbix BCflOMCxeax) (Craxba 39(1)) (cMoxpH xaxxe HanoMHHaHHe, 
nocjiaHHoe Mex^yHapo^iHWM 6iopo c ct)opMOH PCT/1B/3U1) 



Koraa nepeeoa MOKAyHapoflHOH saaBXH floJiJKen 6bixb npeAcxaEnen Bbi6paHH0My BCAOMcxBy, xo oh aojukch 
co;iep)Kaxb nepcBo^i jiroGoro npnjioKeHHH k saKJiioHeHHK) Me^yHapoflHOH npeflBapHxejibHofi 3KcnepxH3bi. 
nocjieiiHHH /lejiaexca nofl oxBcxcxBCHHOcxb 3aHBHxejiH e Kaxfloe BbiGpaHHoe Bej^tOMCXBO. 

B oxHOUicHHH jipyrHx npHeMJieMbix cpoKos h xpeOoBaHHH Bbi6paHHbix bc^omcxb cMoxpn Tom 11 PyKOBO^cxBa ahh 
3aaBHxejia PCT. 



HaHMCHOBaHHe ii aapec OpraHa MeacaynapoflHoii npeflBapHTenbHoii 


ynOJlHOMOHCHHOe JIHUO: 


3KcnepTH3bi: 




BcepoccHHCKHH HaysHO-HccneflOBaxejibCKHH 


//19<\ /yf r.BocrpHKOB 


HHcxHxyx rocyflapcxBCHHOH naxenxHOH 3KcnepxH3bi, 




PoccHii, 121858. MocKBa, Bepe>KKOBCKaa Ha6., 30-1 




OaKc: 243-3337, xejiexaHn: 114818 nOAAMA 


TeJiec})OH Ne: (095)240-5888 



OopMa PCT/lPEA/416 (Hiojib 1992) 



AOrOBOP O nATEHTHOI^ KOOnEPAUMM 

PCX 

SAK/IIOHEHIIE ME)KAyHAPOAHOPi nPEABAPHTEJIbHOj^i 3KCnEPTM3bi 

(CTaTbfl 36 M npaan/io 70 PCT) 



N° flena 3asiBHTenfl hjih areHxa: 



A/in AaiibHeMiuMX CM. yeenoMJieHHe o nepecbuiKe 3aKJiH)HenMfl Me^KAynapoziHOH 
A6MCTBI1M npenBapHTcnbHOH 3KcnepTH3bi (({)opMa PCT/I PEA/4 16). 



HoMep Me^igiyHapoflHOH sbmbkh: 
PCT/RU 97/00026 



flaxa MciKAyHapoflHOH noaaHH: 
10 cJ)eBpan5i 1997 (10.02.97) 



CaMaa paHH^u Aaxa npHopHTera: 

12 (jjespajia 1996 (12.02.96) 



MeacAyHapo;iHaa naTeHTHaa KjiaccHcJ)HKauHa (MnK-6): 
A61J 3/00, A61H 39/00 



3ajiBHTejib(HMJi)> 



SnUJTEMH Ojier Mjibhm 



1. flaHHoe 3aKJiK)MeHHe Me^KixyHapoflHoii npe^BapHTejibHOH 3KcnepTH3bi noaroToaneHO HacroiiiuHM OpraHOM 
MoiuyHapoflHOH npeflBapHTCJibHOH 3KcnepTH3bi h HanpaBncHO sajiBHrenio b cooTBeTcrsHH co craTbCH 36 PCT. 

2. flaHHoe 3aKJ]K)HeHHe coijepXHT Bcero 3 jihctob 



I I flaHHoe saKJUOMCHHe conpoBoxiiaeTCfl rax^Ke nPHJlO^KEHH^MH, r.e. jiHcraMH onHcaHHa, ^jopMynw h/hjih 
MepxexeH, KOTopbie 6bi;iH HSMCHCHbi b xofle Me;*myHapoiiHOH npeflBapHTC/ibHOH 3KcnepTH3bi u flB/ijiioTC^i 
ocHOBOH Ana ^aHHoro 3aKJiiOMeHH« h/hjih coflepxar HcnpaBJicHHii, npeAcraaneHHbie HacroameMy Oprany. 



ynoM^HyTbie npHJio>KeHHa coAep)KaT Bcero 



JIHCTOB 



3. AaHHoe 3aKjiK)HeHHe co^epjKHT HH(t)opMauHK), oTHOcjimyiocji k cjieayiomHM pasflenaM 
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□ 


III 


□ 


IV 


□ 


V 




VI 


□ 


VII 


□ 


VIII 


□ 



I HOBHBHbl, M306peTaTenbCKOrO ypOBHfl M npOMblllUieHHOH npHMeHHMOCXH 



noHCHeHHfl B o6ocHOBaHHe 3aKjiK)HeHMfl (Craxba 35(2)) 



flara npeAcraaneHHa xpeSoBaHMii: 

04 ceHT5i6p5i 1997 (04.09.97) 



flara nojiroTOBKH saKJUOMeHwa: 
16 c})eBpa;i5i 1998 (16.02.98) 



HaiiMeHoeaHHe h aapec Oprana MexcayiiapoAHoii npefleapHTe/ibHOH 
3KcnepTH3bi: 

B cepoccH HCK H H H ayM H o- HccjieflOBaxen bCK u ii 
HHcxHxyx rocyflapcxBeHHOH naxenxHOH 3KcnepxH3bi, 

PoccHii, 121858, MocKBa, BepejKKOBCKaji Ha6., 30-1 
tPaKc: 243-3337, xcjiexawn: 1 14818 HOflAMA 



ynonHOMOMCHHoe hhuo: 

Jl CxojiHpoBa 

Tene4)OH Nl': (095)240-5888 



OopMa PCT/IPEA/409 (o6iiihm jihct) (HHBapb 1994) 



SAK/IIOHElillfc ME^KAyHAPOAHOP) ^ 
nPEABAPklTE/lbHOM 3KCnEPTkl3bl 


1 1 

ivre5fyiyHapo;iHa5! sanaKa N9 
PCT/RU 97/00026 


I. OcHOBa saKjiioHeHiiJi 


1. HacToamee 3aKJiio4eHHe cocraaneHo Ha ochobc cnemyromnx MarepHanoB ( 3aMeHiiK)mHe jihcth, KOTopbie SbuiH npefl- 
craancHbi a riojiywaiomee BeAOMcrso b otbct Ha ero npeano^eHHe b cooTBercTSHH co CTaTbCH 14, pacucHHBaiOTCJi Kax 
"nepBonaMajibHO noiiaHHwe" h hc npHKJiaAbiBaioTCH k saKiiWMeHHro, nocKo/ibKy ohh He coflepjKar HcnpaaneHHw): 


X MexAyHapOAHaa saaBKa , 


KaK ona 6buia noAana 




[ZZI OHHCaHHa, CTpaHHUbl 


nepBOHananbHO noAauHbie, 




CTpaHHUbl 


noflaHHbie bmcctc c Tpe6oBaHHeM, 




^ CTpaHHUbl 


noAaHHbie c nncbMOM, noiiyHCHHbiM, 




CTpaHHUbl 


noAaHHbie c nncbMOM, nojiynenHbiM, 




rn nyHKTbi ^JopMyjibi, N2N9 


nepBOHananbHo noAaHHbie, 




N2N9 


M3MeHeHHbie no craTbe 19, 




N2N9 


noflaHHbie BMccre c Tpe6oBaHHeM, 




N9N9 


no^aHHbie c nncbMOM, noJiynenHbiM 




N9N9 


no;iaHHbie c nHCbMOM, nojiyHeHHWM, 




1 1 MepTOKH, JlHCTbl/(i3Hr. 


nepBOHananbHo noAaHHbie, 




JlHCTbl/({)Hr. 


noziaHHbie bmcctc c TpeSoBaHHCM, 




JlHCTbl/(J)Hr. 


noAaHHbie c nwcbMOM, nojiyMCHHbiM, 




nHCTbi/cfjMr. 


noAaHHbie c nHCbMOM, nojiyMCHHbiM, 





2. HsMeHCHHa KacaiOTca H3T>«THa: onHcaHHe, crpaHHUbi 

nyHKTbi c|)opMyjibi N9N9 

MepTOKH, CTpaHHUbl/cflHr. 



3. Q HacTOJimee aaKJiiOHeHHe cocTaaneHO 6e3 ynera HSMenenHH t.k. ohh BuxomT 3a paMKH nepBHHHbix MaTepuajiOB 
3aaBKH, KaK yKa3aHO na AonojiHHTebHOM jihctc (ripaBHJio 70.2 (c)) 



4. AonojiHHTCjibHbie o6*bJicHeHHji, cchh hcoCxoahmo: 



OopMa PCT/IPEA/409 (nepBaa rpac[3a) (sHsapb 1994) 



dAK/HOHERFlE ME>KAyHAPOAHOPi 
nPEABAPMTE/lbHOM 3KCnEPTM3bl 



4 



Me)KMyHapoAHa5i 3a5iBKa N» 

PCT/RU 97/00026 



V. VTBepHuieHHe b cooTBercTBiiii co ct35(2) o tom, oTBenaiOT jiii nyHKTbi 4)opMyjiM KpirrepiiflM iioBiisiibi (N), HsoGpera- 
TCJibCKoro ypoBHfl(IS) n npoMbimjicHHoil npHMeiiiiMocTn(IA), ccbijiKH h noHCHeiiHn, iio;|Kpeiuiniomne Tanoe yrBcpatflemie 



I. yXBCpamCIIHC 

HoBH3iia (N) 

HsoCpcraTejibCKHH ypoBciib (IS) 



riynKTbi 

nyHKTM 

nyHKTbi 
riyHKTbi 



1,2-3,4 



1.2-3.4 



npoMbiiuFieHHan npHMeHHMocTb (lA) IlyiiKTbi 

riyHKTbi 



1,2-3,4. 



HEX 
HET 
HET 



2. CcbiiiKH H no^iCHeHHM ^ . 1^ p. :V ^ ; : . ' ' • \ 

n.n. 1.2-3,4 c})opMyiibi M3o6peTe;HHa cooteeTCTByioT KpuTepHHM HODHSHbi, H3o6peTaTejibcKoro ypoBHJi h npoMbiiu- 

JieHHOil npUMeHHMOCTH, tlOCKOJIbKy- flpKyV^CHTbl, UHTHpyCMbie B OTMCTe O nOHCKC, HH Ka^KablH B OTMCJIbHOCTH. HH B. 

coMeraHHH c oahvim anH. HecKOJibKMMU AOkyMeHTaMH He pacKpbiBaioT cymnocTH sa^iBJieHHbix jieKapcreeHHbix cpe- 
^icTB (n.n. 1,-2-3) h cnocOGa MejiiHKaMeHT63Horo bosacmctbiw na opraiiH3M (n. 4). 



OopMa PCT/lPEA/409 (naraH rpat{)a) (smsapb 1994) 



